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ZHFBERA SRR M 5 MR HE A 594 4, 5 1 4 # B = Z fF ELISA i & B ¥ HBsAg. $i-HBs.
HBeAg.}i-HBefI#i-HBc, 3 5 1 # B 5 Z IF 2% % Y6147 £ (Abbote 2 & Architect) 3%, S 4R AR
—BWREARAESANEHORALEZ RN, % HBsAg W 715 F i %8 4 f§ Abbott HBsAg #i IE 4 77
#& (Architect HBsAg confirm) R4 ; LA Abbott i ] & (Architect) i B W £ R R tn 1% 4 #E™
ELISARAEMRHE KRE SHFSEMABEY, REALRKXNARN HBV 5 TR EHH
REFSLH KBRAARANEMREE, &R 5 Abbort 24 A Architect A7 & #l ., B = HBsAg
ELISA /8 & f) R 8 B €4 ~ 10 £ ; 5i-HBs. HBeAg. $-HBeFl i-HBc ELISA i # & 9 R % K4~
16 f&%; B & M1, HBsAg.4Hi-HBs.HBeAg. #ii-HBeMl - HBcH) 5 45 & %5 51 496.46% ~98.15% .
94.28% ~98.15% .98.15% ~ 99.49% .90.07% ~ 96.30% .92.09% ~ 96.80% ., &t HEZZ
ELISA A AN A BENEREAFE—LRE.
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[Abstract] Objective To compare and analyze the sensitivity, specificity of 4 domestic ELISA kits
for detection of hepatitis B virus (HBV) markers ( HBsAg, anti-HBs, HBeAg, anti-HBe, and anti-HBc).
Methods Five hundred and ninety four serum samples collected from patients with chronic hepatitis B and
abnormal blood donors were detected for HBV markers and by 4 domestic ELISA kits. Samples with
conflicting results by different diagnostic kits were retested. Samples with the HBsAg values close to the
cut-off point were detected by Abbott HBsAg confirmation kit ( Architect HBsAg confirm). Sensitivity of
the kits was determined, using the national sensitivity reference panels for HBsAg, anti-HBs, HBeAg,
anti-HBe and anti-HBc. Results The rates of sensitivity on 4 domestic kits for detection of HBsAg were 4
to 10 times lower, and on the 4 domestic kits for detection of anti-HBs, HBeAg, anti-HBe and anti-HBc
were 4 to 16 times lower, as compared to Abbott Architect kits. In addition, the domestic HBV ELISA
kits had some false positive results. The total coincidence rates of HBsAg, anti-HBs, HBeAg, anti-HBe,
anti-HBc were 96.46%-98.15%, 94.28%-98.15%,98.15%-99.49%, 90.07%-96.30%, 92.09%-
96.80% , respectively. Conclusion Both sensitivity and specificity of the domestically produced HBV
ELISA kits should be improved.
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LS X WEBHEZIFBEMERERHERSHEE
MR I £ I 3R R A 3L 594 4, B - 70C KA AR,

2.8M:4 FEPSHHBV ME¥%HEY
ELISA B/ &, £ K5 L A.B.C.D &n (R
1) BFXH 1 # E 5 HBsAg EIA & # (Murex
HBsAg) .1 #E S 5 3 HBV MEEHREY L ER
ik 7 (Abbott 2 &) Architect HBsAg) # 17 L -
HBsAg HiEi& 77 & & Abbott 24 &) Architect HBsAg
confirm B3l & , #t5 K 31399HNOO.

®l BAFARAESRS

7= ELISA i &
A B C D

HSML
BMIH H5 EIA paris

HBsAg 1’ I Al Bl C1 Di
#i-HBs - 2 A B’  m
HBeAg - 13 A3 B3 C3 D3
$t-HBe - 14 A4 B4 4 D4
#L-HBe - 15 A5 B5 C5 D5

3. REES LS OHBAg RBES MU
WHO #4t#) HBsAg & B #5 % (NIBSC Code; 00/
880, XA T M+ HBsAg 58K 33 IU, %
A1 mlF B8 A8 4K S 18 30 W E K33 TU/mlfY
REMYE) WK, IR EWRE 3 H55.56.2.78,
1.39,0.70.0.35,0.18.0.09.0.04 1U/mlf¥ £ % i
#. OH-HBsREES W& R WHO 17 R 45
ERBERESHG. QHA 3T HBV ME#ED
MRBESEH - BEEXGEREELRIIBRG
&,

4. T B ERASHEANEN S —REEE
Bl 5 W HBV I ¥ m&y, AN EEHRAS
HRER,. LEMHERNELERA—BHEL AR
B &S A MU ERN,. # HBsAg EHMEII A&
B —BE R, Wx x4 A Abbott BiERAN &#
W, kR S/COMHE>1.00, B RMA>50%
B, B8 IE & HBsAg FH#E; fn & B ML S/CO <
1.00, U 8% iE  BA ¥ N8 T 4 i, BL Architect
HBsAg R LR NS R, HBEKAHANAENRE
BENRE SAERBMATHEN, Hi-HBs.HBeAg.
$1-HBeE M 5 , BA Architect HBsAg M4 R H B
RAOBEHENENREE BRE. EFEEM
HEHBH.

M FE™H-HBc ELISA RA AEA L+, 1
HHRTTAREOREARES LEETEN, QWS
RRARRFEREEFE, B, Y EFH NS
ROER ERESENE ASRM 0 ERBEN

MR, B 2 R AR W IR A% i 1 A R e
BHREE HFRE SFAEMASEN, AEH
RAERURBES KA LBEAR RANEN
REgE. AEHENERUERS YRS REER
H, WBAR KR EREHEHE,

5.96 3T % 5 4. DL 45 4 4 BT K #F SPSS
11.08#47 ¥* BB RS,

5 R

LNEREARRER: OF 4 A EH™ HBsAg
ELISA 5 1 % H 4 HBsAg ELISA (Abbott 2 7
Murex) i 7 & Ko 8¢, F BRI 594 43 ML AR, LA
Murex HBsAg 7 & (11°) 45 ¥, 4 # 7™ HBsAg
ELISARFIEMRAHE HFRE. ERFEENLE
PR 2, @4 F EH ™ fi-HBs ELISA, HBeAg
ELISA, #i-HBe ELISA.$t-HBc ELISA # R 8% .
BRE BHEENABRERARI~6, AEH™ AS
B & 4 F R S A 1t ¥ 0B R S I T B9 $i-HBc,
SERENF B A R EE W B KT R
(x*=266.5,P<0.005), % 6,

}|2 594 3 kE A HBsAg #0258

SH  REK Al Bt c1 D1
-+ - 4+ - +

n - 227 226 1 226 t 25 222 5
+ 367 10 357 20 347 7 360 7 360
REE(%) 97.28 94.55 98.09 98.09
KRE%) 99.56 91.87 99.12 97.80
BREAR(%) 98.15 96.46 98.48 97.98
HBEK 0.97 0.94 0.97 0.96

23 594 MEEAY-HBs RMGRILE

WA RN B @ D
+ -+ - o+ - +

12 - 485 483 12 467 28 491 4 490 5
+ 97 2 9 5 93 13 8 5 93
REE%) 97.96 94.90 86.73 94.90
BRE%) 97.58 94.34 99.19 98.99
BHGE(%) 97.47 94.28 96.97 98.15
ABHK 0.96 0.89 0.99 0.99

24 594 {3 EE % HBeAg K I %5 L9 L8

3E  RAK A3 B3 C3 D3
-+ -+ - 4+ -+

I3 - 494 494 0 485 9 494 0 494 0
+ 99 2 97 5 94 10 8 10 89
REUE(%) 97.98 94.95 89.90 89.90
BHRE%) 100.00 98.18 100.00  100.00
BEEE%) 99.49 97.47 98.15 98.15
HBEK 0.96 0.89 0.99 0.99
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N5 594 BHEAY-HBe AWML R LB

R — A4 B4 Cc4 D4
+ - 4 -+ -+
4 - 330 328 2 313 17 328 2 327 3
+ 264 20 244 42 222 21 243 32 232
REBE(%) 92.42 84.09 92.05 87.88
HRE%) 99.39 94.85 99.39 99.09
BRAE(%) 96.30 90.07 96.13 94.11
HEEH 0.92 0.79 0.91 0.87

®6 594 AFEAHL-HB: MR LB

As® A5X® B5 C5 DS
-+ -+ -+ -+

E AR —

5 - 162 153 9 160 2 127 35161 115 6

+ 432 10 422 97 335 12 420 34 398 20 412
REE(%) 97.69 77.55 97.22 92.13 95.37
HRE(%) 94.44 98.77 78.40 99.38 96.30
BAEGR(%) 96.80 83.33 92.09 94.11 95.62
HEABK 092 0.76  0.76 0.92 0.92

H:AS MR BR MR, ASX i % 238 30 RIS A
WM AS RS R AS 5 ASX 8y =266.5,P<0.005

2.REERWLSE A 4 #E HBsAg ELISA
5 1 #/E 4 HBsAg ELISA(Abbott 2 & Murex) &
FESH K HBsAg REES &, 45 R B S
HBsAg ELISA ( Abbott 24 & Murex ) i 7 & # R
EEEERA &4~ 10 ff. 4 # B ™ 5i-HBs.
HBeAg.$i-HBc M #i-HBc ELISA A& 5 1 #H
4L # & iR 7 & (Abbott 24 7@ Architect) B3 4 I
HBVI SR BES LR EREERET~10,
4 # B = $1-HBs . HBeAg . #ii-HBe fl #i-HBc ELISA
MR B B E S % R 6K R & (Abbott 2 A
Architect) %4 ~16 5,

7 594 BHAG-HBs AR E RS L ARMYF

REE 2 A2 B 2 m
(mIU/ml) (mIU/ml) (S/CO) (S/CO) (S/CO) (S/CO)

160.0 178.3 19.8 8.4 10.6 13.3
106.7 116.4 13.3 6.5 6.8 8.6
7.1 73.9 8.9 4.6 4.1 5.4
47.4 53.9 6.1 3.2 2.7 3.8
31.6 36.9 4.1 2.4 1.7 2.6
21.1 19.7 2.8 1.6 1.2 1.8
14.0 11.8 2.0 1.2 1.0 1.2
9.4 10.1 1.4 0.9° 0.6° 0.9°
r? 0.9981 1.0000 0.9884 0.9955 0.9976

Wt APAKGR r HERHE

ARRFIEESERWME R AEXSH G P
R £ O 6 A O 25 A i) O A, R A I
10 fL, RIBR R ITE CV(%)E, SR AH &
3R WS RMHERLE 11,

BRERBUERIF S FEEYH RAR"
(2000 ) AR M E, HEMEEREEBHEER

3.0%~9.0%, BN 4 K ELISA AW IEF#
A% H3.0%~17.0%.4.0%~ 13.0%.6.0% ~
16.0% .6.0% ~11.0% , %A B ™ ELISA X 85
i &

#£8 594 (pBEAE HBeAg REBE SRR ML R

BRE 3 A3 B3 C3 D3
(1:) (S/CO) (S/CO) (S/CO) (S/CO)  (S/CO)
4 103.858 12.9 23.7 18.2 15.4
8 53.538 7.2 13.3 8.5 8.7
16 28.317 3.9 6.3 4.1 4.5
32 13.864 1.9 3.2 1.7 2.4
64 7.011 1.0 1.5 0.8° 1.4
128 3.75%9  0.5° 0.6° 0.2¢ 0.7
256 2.179  0.3° 0.3° 0.1° 0.4°
512 1.108  0.2¢ 0.3° 0.2° 0.3°
r? 0.9995 0.9953 0.9957 0.9996 0.9969
e HAKRGR
®9 SHUHBEAH-HBe RUESHARBRBLAR
BRE 14 A4 B4 C4 D4
(1:) (s/co) (s/cO) (S/cO) (S/CO) (S/CO)
8 0.0 0.4 0.1 0.0 0.5
16 0.1 0.7 0.5 0.2 0.8
32 0.1 1.3 0.9 0.7 1.4°
64 0.4 1.9° 2.7° 1.5° 2.2°
128 0.6 2.8° 3.1° 2.2° 2.9°
256 1.0 3.0° 3.3° 2.6° 3.3°
512 1.4 3.6 3.2 2.6 3.5
e HRESER
210 594 BHEAEB-HBc REES HARMLER
REE I5 AS BS C5 D5
(1:) (S/co) (s/cO) (S/CO) (S/CO)  (S/CO)
16 4.3 0.1 0.1 0.1 0.1
32 3.8 0.2 0.1 0.1 0.1
64 3.5 0.3 0.3 0.3 0.1
128 2.7 0.7 0.6 0.5 0.2
256 2.0 1.3 1.1¢ 0.8 1.2¢
512 1.5 2.0° 1.5¢ 1.4° 1.5¢
1024 1.0 2.8° 2.0° 1.7° 2.6°
W FAKRLERE

x11 594 RAZFANEHELRNER
owmE PAHEIA EMEE [P ELISA( %)

(%) RAH(%) A B C D
HBsAg 6.0 4.0 50 7.0 6.0 7.0
$#1-HBs - 5.0 3.0 4.0 8.0 8.0
HBeAg - 5.0 8.0 12.0 8.0 6.0
#i-HBe - 9.0 9.0 12.0 7.0 7.0
$i-HBc - 3.0 17.0 13.0 16.0 11.0
i ®

e BK £ ¥ B F HBV ML 15 2 45 R Yy i i, LA
LW HBV BRI R MBIT S, BRTENH
HBV [ {&#47 SRR RAA L, AT 4 F
BHHREH AN HBY MF¥REY ELISA S 1 # B
SMEFE R & (Abbott 2 7 Architect HBsAg)
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B, A, RERAAEHWRAREHHEE., A5
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